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FOOD ADDITIVE REGULATION 


(Federal Register of Jan. 31, 1961) 


Title 21—F00D AND DRUGS 


Chapter I—Food and Drug Adminis- 
tration, Department of Health, Edu- 
cation, and Welfare 


SUBCHAPTER B—FOOD AND FOOD PRODUCTS 
PART 121—FOOD ADDITIVES 


Subpart B— Substances Generally 
Recognized as Safe Under the Con- 
ditions and With the Limitations 
Prescribed 


Lists OF SUBSTANCES 
On February 2 and August 4, 1960, 


e there were published in the Frperat 


Reotster (25 F.R. 880, 7332) two lists of 
substances which the Commissioner of 
Food and Drugs proposed to list in Sub- 
part B, above identified, as safe for use 
in foods, subject to the limitations spec- 
ified. Each of the Commissioner's pro- 
posals provided an opportunity for the 
filing of comments. 


of chlorophyll per se, to food. 

3. Torula yeast, dried, has been re- 
moved from the list published February 
2, 1960, because the use and processing 
of “torula yeast, dried” may result in 
preparations containing a level of folic 
acid not generally recognized as safe as 


policy and interpretation on the status 
of folic acid under the provisions of the 
Federal Food, Drug, and Cosmetic Act 
(21 CFR 3.42). Under such conditions, 


: 


HAL 


5 


52 Stat. 1055, as amended; 72 S 
21 U.S.C. 348, 371) and delegated 
Commissioner by the Secretary 


Health, Education, and Welfare (25 F.R. 
8625). 
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After careful consideration of the 
pro views and comments filed, some of which 
d of are accepted in whole or in part, and 
e some of which are rejected, the Commis- 
sioner has concluded that the substances 
— named in the above-cited proposals may it 
properly be added to the list of sub- 
stances generally recognized as safe. 
Pace Accordingly, the proposals are adopted 
101 as published, except: 
101 1, Minor changes in nomenclature 
have been made. 
2. “Chlorophyll (extracted from plants 
without change in chemical structure),” appropriate regulatio 
under the category “Nutrients,” is re- conditions under whi 
99 moved from the list published August 4, safely used. 
1960, because extraction of chlorophyll These lists are 
100 from green plant tissues requires @ pro- = 5 19) 101. 
108 cedure in which it is virtually impossible 
P| to remove the chlorophyll in the natural 5 read as 
state and thereby permit the addition This act 
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§ 121.101 Substances generally recognized as safe under the conditions and with 
limitations 


Substances that are generally recognized as safe for thelr invended use within 
the meaning of section 409 of the act are as follows 


Product 


() ANTICAKING AGENTS 


Aluminum caleium silleate. .......... 
aleium silleate 

Magnesium 

*Bodium 
sillconluminate). 

*Sodium calelum aluminosilicate, 
(sodium caleium silico- 

uminate). 


(2 CHEMICAL PRESRRVATIVES 


palmitate 


Butylated hydroxytoluene. 
Calcium 
Caleium propionate 
gece 
Dilaury! thiodipropionate. . od 


Erythorbic 
Gum guaiac.. 


im (methyl-p-hydroxy- 
Nordihydroguaiaretic acid. ...... 


*Propylparaben (propy! p-hydroxy- 
). 
Sodium ascorbate... .... 


*Stannous chloride . . 
Sulfur dioxide. . 
Thiodipropionie ‘eld; 


EMULSIFYING AGENTS 
Cholie acid 


mot tartaric acid esters 

iglycerides from the 
sis of edible fats or oils. 

Olycocholic acid 

Mono- and Ceatreorines from the glyo- 


crolysis of edi 
Monosodium 
of inono- an 
pozerevey of edible fats or oils, 
sholic acid (or its sodium salt)... 


ple fats or olls 
yhosphate derivatives 


(4) NONNUTRITIVE SWEETENERS 


*Ammontum sacobarin. .............. 

Caleium (ealeium cyclo- 
hexy! sulfamate) 

Calelum 

*Magnesium cyclamate (mognesinm 
cyclohexyl sulfamate). 

*Potassium cyclamate (potassium 
eyclohexy! suifamate). 

Sodium cyclamate (sodium eyclo- 

hexy! sulfamate). 


aluminosilicate (sodium 


Tricalcium = 


Limitations or restrictions 


Total content of antioxidants not 
over 0.02 percent of fat or oll con- 
tent, including essential (volatile) 
oll content of the food. 


pened 


Sodium succharin 


*Substances added from February 2 and August 4, 1060, proposed Masts, 


Do. 


Tn choese wraps. 


To cdible fats or otis. 


-2- 
Tolerance 
table salt. 
Butylated hydroxyanisole. ...........| Total content of antioxidants not 
over 0.02 percent of fat or ofl con- 
tent, (volatile) 
; oll content of 6 
| 
Fotal content of antioxidants not 
oll content of food. 
‘Oi percent (oauivalent antioxidant | 
activity 0.01 percent). 
re || Total content of antioxidants not 
-) over 0.02 percent of fat or oll con- 
: tent including (volatile) 
Potassium bisulfite Not in mente or recognized as 
asium 
source 
Do. 
Potassium 
Propy! Total content of antioxidants not 
over 0.02 percent of fat or oll con- 
f oll content of the food. 
Bodium Not in meats or in foods recognised 
Ad as a source of vitarnin My. 
Do. 
Sorbie acid 
0.0015 percent caloulated ns tin. ..... 
percent. Drled egg whites, 
Do. 
4 
Be: 


Wa 


Product 


MINCELLANROUS AND/OR GENERAL 
PURPOSE FOOD APDITIVES—con. 


(yellow 


Caleiuin carbonate. od 
Culeium chloride. .... 
Culetum gluconate. ............. 
‘aletum 


Ethyl formate 
*Clutamie acid.......... 
*Glutamic acid 
Glycerin... 


Glycery! 

*Hydrochioric acid. ... 

*Hydrogen peroxide... 
tle acid 


Magnesium carbonate... 
Magnesium hydroxide... 
Magnesium oxide............. 


Magnesium stearate. .... 


*Malle acid 


*Methylcellulose (U.8.P. mothyl- 
cellulose, except that the met 
content shall not be jess than 27, 
percent and not more than 31.5 

on a dry-weight basta). 

joammonium giutamate.......... 


*Monopotassium glutamate. .. 
“Nitrous oxide 


Phosphoric acid. 

Potassium acid tartrate..... eevee 
Potassium bicarbonate 
Potassium 
Potassium citrate. .... 


Potassium 
*Potassium sulfate.......... 
Propane 


Propylene glycol 
*Silica (finely micro- 
collular silica foam having a mint- 
mur sillea content of 80.5 
Sodium acetate 
Sodium acid py rophoephate, 
Sodium aluminum phosphate 
Sodium bicarbonate 
Sodium carbonate 
*Sodium carboxymethyleellulose (the |. 
sodium salt of carboxymethyleellu- 
lose not loss than 99.5 percent on a 
ight basis, with maximum 
titution of 0.95 carboxymethyl 
uroups anhydroglucose unit 
25 centipoises for 2 percent b: 
weight aqueous at 25° C, 
"Sodium 
Sodium citrate. ........ 
Sodium hydroxide... 
*Bodium pectinate. .............. 
Sodium phosphate (mono-, dl-, tri- 
asic), 
Sodium potassium tartrate 
Sodium sesquicarbonate. 
Sodium 
*Suceinic acid. 
Sulfurle acid 
‘Tartarie acid. 


‘Triethy! citrate. 


0.0016 percent... As fumigant for cashow nuts, 


| — 


-] Component of anti-foaming agent. 


Dried ogg whites. 


“Substances added from February 2 and August 4, 1960, proposed Mats. 


Effective date. This order 
the Recisrer. 


shall become effective on the date of publication in 


(Sec, 409(c), 72 Stat. 1786; 21 U.S.C. 348(c) ) 


Dated: January 18, 1961. 
[SEAL] 


Geo. P. Larrick, 
Commissioner of Food and Drugs. 


[P.R. Doc, 61-723; Piled, Jan. 30, 1961; 8:46 a.m.] 
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Washington, D. C. 
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CATION, AND WELFARE 


Food ond Drug Administration 
[21 CFR Part 8) 
COLOR ADDITIVES 


Proposed Definitions and Procedural 
and Interpretative Regulations 


The Commissioner of Food and Drugs, 
in accordance with the provisions of the 
Federal Food, Drug, and Cosmetic Act 
(secs. 701, 706, 52 Stat. 1065, 74 Stat. 399; 
21 U.S.C. 371, 376) and pursuant to the 
authority delegated to him by the Sec- 
retary of Health, Education, and Wei- 
fare (25 P.R. 8625) proposes the promul- 
gation of the following regulations with 
respect to color additives, and hereby 
offers an opportunity to all interested 
persons to present their views in writing 
to the Hearing Clerk, Department of 
Health, Zducation, and Welfare, 330 In- 
dependence Avenue SW., Washington 25, 
D.C., within 30 days from the date of 
publication of this notice in the Faperat 
Recister. Comments may be accom- 
panied by a memorandum or brief, and 
it is requested that all comments be filed 
in quintuplicate. 


(from Federal Register of Jan. 2h, 1961) 


DEPARTMENT OF HEALTH, EDU- end on 


Interpretative Regulations 


Extension of time for studying petition, 

Confidentiality of petition. 

Deception as a basis for refusing to 
issue regulations. 

Allocation of color additives. 

Advisory committee on the application 
of the anticancer clause. 

Appointment of advisory committee. 

Procedure for advisory committee. 

Condition for certification 

Revocation of exemption ‘from certi- 
fication. 


Listing and exemption from certifi- 


Request for exemption from certifi- 

ulations. 

Notice of public hearing. 


Hearing procedure. 
Request for certification. 
Samples to accompany requests for 
certification. 
Treatment of batch pending certifi- 
tion 


ce 

Treatment of batch after certification. 

8.26 Records of distribution. 

Certification. 

Authority to refuse certification serv- 
ice. 


COLOR ADDITIVE REGULATION 


Limitations of certificates. 
Color additive mixtures that may be 
certified. 


ng requirements for color ad- 
ditives (other than hair dyes). 

Labeling requirements for color addi- 
tives (other than hair dyes). 

Exemptions of color additives for in- 
vestigational use. 

Safety factors to be considered. 

General principles of evaluating the 
safety of color additives. 

tion of the anti-cancer clause 

of section 706 of the act. 


Subpart G—tisting of Color Additives for Cos- 
metic Use Subject to Certification (Reserved) 


‘The provisional listings of color additives 
in $§ 8.601 et seq., will be effective until the 
regulations in Subparts C-H, inclusive, shall 
have been promulgated. 


| 
6.29 
6.30 
8.2 Related substances. 
83 Color additives in standardized foods. 939 
84 Petitions proposing regulations for 
color additives. 6.33 
8.5 Notification of an of petition. 
86 Publication of ation. 8.34 
8.7 Samples. 8.35 
88 
:: 
8.10 
8.37-8.49 (Reserved). 
8.50 Fees. 
Subpart B—General Specifications and General 
8.13 Restrictions for Color Additives for Use in 
8.14 Foods, Drugs, and Cosmetics 
oa 8.101 General restrictions on use of color 
additives. 
8.17 Subpart C—tisting of Color Additives for Food 
Use Subject to Certification (Reserved) ' 
8.18 Subpart D—tisting of Color Additives for Food 
Use Exempt to Certification (Reserved) 
6.18 Subpart E—Listing of Color Additives for Drug 
8.20 Use Subject To Certification (Reserved) 
8.21 Subpart F—Listing of Color Additives for Drug 
bry Use Exempt to Certification (Reserved) 
ass 
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Subpeort H—tlisting of Color Additives for Cos- 
metic 


served) 

Aurnorirr: 
secs. 701, 706, 52 Stat. 1055, as amended; 74 
Stat. 399; 21 U.S.C. $71, 376. 


Subpart A—Definitions and Proce- 


$88.1 to 8.101 issued under 


dural and 


§ 8.1 Definitions and interpretations. 


(a) “Secretary” means the Secretary 
of Health, Education, and Welfare. 

(b) “Department” means the Depart- 
ment of Health, Education, and Welfare. 

(c) “Commissioner” means the Com- 
missioner of Food and Drugs. 

(d) “Act” means the Federal Food, 
Drug, and Cosmetic Act, as amended. 

(e) “Color Certification Branch” 
means the unit established within the 
Food and Drug Administration located 
in the Bureau of Biological and Physical 
Sciences, charged with the responsibility 
for the development of color methods 
and the mechanics of the certification 
procedure hereinafter described, and in- 
cluding the examination of samples of 
color additives subject to certification. 

(f) “Color additives” includes any 
substance not exempted under section 
201(t) of the act, which, when added or 
applied to a food, drug, or cosmetic or 
to the human body or any part thereof, 
is capable (alone or through reaction 
with other substance) of imparting a 
color thereto. This includes all diluents. 
The term also includes substances cap- 
able of imparting color to a container 
for food, drugs, or cosmetics if the cus- 
tomary or reasonably foreseeable han- 
dling or use of the container may reason- 
ably be expected to result in the color 
being transmitted to the contents of the 
package or any part thereof, whether 
or not such transfer is intended by the 
manufacturer of the container, or of 
the food, drug, or cosmetic. Food in- 
gredients such as cherries, green or 
red peppers, chocolate, and orange juice 
which contribute their own natural color 
when mixed with other foods are not 
regarded as “color additives”; but where 
a@ food substance such as beet juice is 
deliberately used as a color, as in pink 
lemonade, it is a “color additive.” Food 
ingredients as authorized by a definition 
and standard of identity prescribed by 
regulations pursuant to section 401 of 
the act are “color additives,” where the 
ingredients are specifically designated 
in the definitions and standards of iden- 
tity as permitted for use for coloring 

purposes. An ingredient of an animal 
feed which by its action through the 
biological process of the animal is cap- 
able of imparting color to the meat, milk, 
or eggs of the animal, whether or not 
the ingredient has additional nutritive 
functions, is a color additive and is not 
exempt from the requirements of the 
statute. A substance applied to the 
human body which results in coloring is 
a “color additive.” For the purposes 
of this part, the term “color” includes 
black, white, and intermediate grays, but 
substances including migrants from 


Interpretative Regu- 
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packaging materials which do not con- 
tribute any color apparent to the naked 
eye are not “color additives.” 

(g) For a substance otherwise meeting 
the deAnition of “color additive” to be 
exempt from section 706 of the act, on 
the basis that it is used (or intended to 
be used) solely for a purpose or purposes 
other than coloring, the material must: 

(1) If a food additive, have been ap- 
proved for the intended use; or 

(2) Be demonstrated to be safe if being 
added to a drug or cosmetic; and 

(3) Be used in a way that any color 
imparted is clearly unimportant insofar 
as the appearance, value, marketability, 
or consumer acceptability is concerned. 
(It is not enough to warrant exemption 
if conditions are such that the primary 
purpose of the material is other than to 
impart color.) 

(h) The exemption that applies to a 
pesticide chemical, soil or plant nutrient, 
or other agricultural chemical, where its 
coloring effect results solely from its 
aiding, retarding, or otherwise affecting, 
directly or indirectly, the growth or 
other natural physiological processes of 
produce of the soil, applies only to color 
developed in such product through nat- 
ural physiological processes such as en- 
zymatic action. If the pesticide chemi- 
cal, soil or plant nutrient, or other agri- 
cultural chemical itself acts as a color, 
or carries as an ingredient a color, and 
because of this property colors the prod- 
uce of the soil, it is a “color additive” 
and is not exempt. 

(i) “Safe” means that there is con- 
vincing evidence that establishes with 
reasonable certainty that no harm will 
result from the intended use of the color 
additive. 

(j) The term “straight color” means 
a color additive listed in Subparts C, D, 
and E of this part, and includes lakes 
and such substances as are permitted by 
the specifications for such color. 

(k) The term “mixture” means a color 
additive made by mixing two or more 
straight colors, or one or more straight 
colors and one or more diluents. 

(l) The term “lake” means a straight 
color extended on a substratum by ad- 
sorption, coprecipitation, or chemical 
combination that does not include any 
combination of ingredients made by sim- 
ple mixing process. 

(m) The term “diluent” means any 
component of a color additive mixture 
that is not of itself a color additive and 
has been intentionally mixed therein. 

(n) The term “substratum” means 
the substance on which the pure color 
in a lake is extended. 

(o) The term “pure color” means the 
color contained in a color additive, ex- 
clusive of any intermediate or other 
component, or of any diluent or sub- 
stratum contained therein. 

(p) The term “batch” means a homo- 
geneous lot of color additive produced 
by an identified production operation, 
which is set apart and held as a unit 
for the purpose of obtaining certifica- 
tion of such quantity. “ 

(q) The term “batch number” means 
the number assigned to a batch by the 


(r) The term “lot number” means an 
identifying number or symbol assigned 
to a batch by the Food and Drug 
Administration. 

(s) The term “area of the eye” means 
the area enclosed within the circumfer- 
ence of the supra-orbital ridge and the 
infra-orbital ridge, including the eye- 
brow, the skin below the eyebrow, the 
eyelids and the eyelashes, and conjunc- 
tival sac of the eye, the eyeball, and the 
soft areolar tissue that lies within the 
perimeter of the infra-orbital ridge. 

(t) The term “mixed oxides” means 
the sum of quantities of aluminum, iron, 
calcium, and magnesium (in whatever 
combination they may exist in a color 
additive) calculated as aluminum tri- 
oxide, ferric oxide, calcium oxide, and 
magnesium oxide. 

(u) The term “package” means the 
immediate container in which a color 
has been packed for shipment or de- 
livery. If the package is then packed in 
a shipping carton or other protective 
container, such container shall not be 
considered to be the immediate con- 
tainer. In the case of color mixtures 
for household use containing less than 
5 percent pure color, when two or more 
containers of 1 ounce each or less, each 
containing a different color, are distrib- 
uted as a unit, the immediate container 
for such unit shall be considered to be 
the package as defined in this section. 

(v) The term “hair dye” means an 
article (bearing or containing a color 
additive) that is prominently labeled 
with the name “hair dye,” that is in- 
tended for use solely as a hair dye, and 
that alters the color of the hair when 
applied to the hair under conditions of 
use prescribed in the labeling. It does 
not include color shampoos, rinses, tints, 
and similar dual-purpose cosmetics 
which alter the color of the hair. 


§ 8.2 Related substances. 


(a) Different color additives may 
cause similar or related pharmacological 
or biological effects, and, in the absence 
of evidence to the contrary, those that 
do so will be considered to have addi- 
tive toxic effects. 

(b) Food additives may also cause 
pharmacological or biological effects 
similar or related to such effects caused 
by color additives, and, in the absence of 
evidence to the contrary, those that do 
so will be considered as having additive 
toxic effects. 

(c) Pesticide chemicals may also cause 
pharmacological or biological effects sim- 
ilar or related to such effects caused by 
color additives, and, in the absence of 
evidence to the contrary, those that do 
so will be considered to have additive 
toxic effects. 

(d) In establishing tolerances for color 
additives, the Commissioner will take 
into consideration, among other things, 
the amount of any common component 
permitted in other color additives, in 
food additives, and in pesticide chemical 
residues as well as the similar biological 
activity (such as cholinesterase inhibi- 
tion) produced by such substance. 
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Tuesday, January 24, 1961 


§8.3 Color additives in standardized 
foods. 


(a) Where a petition is received for 
issuance or amendment of a regulation 
establishing a definition and standard of 
identity for a food under section 401 of 
the act, which proposes the inclusion of 
a color additive in the standardized food, 
the provisions of the regulations in this 
part shall apply with respect to the in- 
formation that must be submitted with 
respect to the safety of the color additive 
(if such information has not previously 
been submitted and safety of the color 
additive for the intended use has not 
been already established), and the peti- 
tion must show also that the use of the 
color additive in the standardized food 
would be in conformance with section 
401 of the act or with the terms of a 
temporary permit issued under § 3.12 of 
this chapter. 

(b) If a petition for a definition and 
standard of identity contains a proposal 
for a color additive regulation, and the 
petitioner fails to designate it as such, 
the Commissioner, upon determining 
that the petition includes a proposal for 
a color additive regulation, shall so no- 
tify the petitioner and shall thereafter 
proceed in accordance with the regula- 
tions in this part. 

(c) A regulation will not be issued 
allowing the use of a color additive in 
a food for which a definition and stand- 
ard of identity is established, unless its 
issuance is in conformance with section 
401 of the act or with the terms of a 
temporary permit issued under § 3.12 of 
this chapter. When the contemplated 
use of such additive complies with the 
terms of a temporary permit, the color 
additive regulation will be conditioned on 
such compliance and will expire with 
the expiration of the temporary permit. 


§ 8.4 Petitions proposing regulations for 
color additives. 


(a) Any interested person may pro- 
pose the listing of a color additive for 
use in or on any food, drug, or cosmetic. 
Such proposal shall be made in a petition 
in the form prescribed in paragraph (c) 
of this section. ‘The petition shall be 
submitted in triplicate. If any part of 
the material submitted is in a foreign 
language, it shall be accompanied by an 
accurate and complete English transla- 
tion. The petitioner shall state the post- 
office address in the United States to 
which published notices or orders issued 
or objections filed pursuant to section 
706 of the act may be sent. 

(b) Pertinent information may be in- 
corporated in, and will be considered as 
part of, a petition on the basis of specific 
reference to such information submitted 
to and retained in the files of the Food 
and Drug Administration. However, any 
reference to unpublished information 
furnished by a person other than the ap- 
Plicant will not be considered unless 
use of such information is authorized 
in a written statement signed by the per- 
Son who submitted the information. 
Any reference to published information 
offered in support of a color additive 
petition shoula be accompanied by re- 
prints or photostatic copies of such 
references, 


to be achieved, together with all directions, 
recommendations, and suggestions 


FEDERAL REGISTER 


(c) Petitions shall include the follow- 
ing data and be submitted in the fol- 
lowing form: 


(Date) 
Name of petitioner . 
Post-office address 
Name of color additive and proposed use .... 
Commissioner of Food and Drugs, 
Food and Drug Administration, 
Department of Health, Education, and 

Welfare, 

Washington 25, D.C. 
Dear Sir: 

Petitioner submits this pursuant to sec- 
tion 706(b)(1) of the Federal Food, Drug, 
and Cosmetic Act requesting listing by the 
Commissioner of the color additive 
as suitable and safe for use in or on 
subject to the conditions that ........... 


| Petitioner may propose a listing for gen- 
eral use in food, drugs, or cosmetics or, if 
such general listing is not believed suitable 
and safe, the petitioner shall describe the 
conditions under which he believes the ad- 
ditive can be safely used and for which it 
will be suitable. These conditions may in- 
clude tolerance limitations, specifications as 
to the manner in which the additive may be 
added or used, and directions and other 
labeling or packaging safeguards that should 
be applied. The level of use proposed should 
not be higher than reasonably required to 
accomplish the intended color effect.]| 
Attached hereto in triplicate and con- 


‘stituting a part of this petition are the 


following: 

A. The name and all pertinent informa- 
tion concerning the color additive, includ- 
ing chemical identity and composition of 
the color additive, its physical, chemical, 
and biological properties, and specifications 
prescribing its component(s) and identify- 
ing and limiting the reaction byproducts 
and other impurities. 

The petition shall contain a description 
of the chemical and physical tests relied 
upon to identify the additive and shall con- 
tain a full description of the methods used 
in, and the facilities and controls used for, 
the production of the color additive. These 
shall establish that it is a substance of re- 
producible composition. Alternative meth- 
ods and controls and variations in methods 
and controls, within reasonable limits, that 
do not affect the characteristics of the sub- 
stance or the reliability of the controls may 
be specified. 

The petition shall supply a list of all sub- 
stances used in the synthesis, extraction, or 
other method of preparation, regardless of 
whether they undergo chemical change in 
the process, Each substance should be iden- 
tifled by its common or usual name and its 
complete chemical name, using structural 
formulas when necessary for specific iden- 
tification. If any proprietary preparation 
is used as a component, the proprietary 
name should be followed by a complete 
quantitative statement of composition. 
Reasonable alternatives for any listed sub- 
stance may be specified. 

If the petitioner does not himself perform 
all the manufacturing, processing, and pack- 
ing operations for a color additive, the peti- 
tion shall identify each person who will 
perform a part of such operations and des- 
ignate the part. 

The petition shall include stability data, 
and, if the data indicate that it is needed 
to insure the identity, strength, quality, or 
purity of the additive, the expiration period 
that will be employed as well as any pack- 
aging and labeling precautions needed to 
preserve stability. 

B. The amount of the color additive pro- 
posed for use and the color effect intended 
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ing the proposed use, as well as specimens 
of the labeling proposed for the color addi- 
tive. If the additive r/su!ts or may reason- 
ably be expected to result from its use in 
packaging material, the petitioner shall show 
how this may occur and what residues may 
reasonably be anticipated. 

Typewritten or other draft-lrbeling copy 
will be accepted for consideration of the 
petition, provided a statement is made that 
final printed labeling identical in content 
to the draft copy will be submitted as soon 
as available and prior to the marketing of 
the color additive. 

If the color additive is one for which a tol- 
erance limitation is required to assure its 
safety, the level of use proposed should be 
no higher than the amount reasonably re- 
quired to accomplish the intended physical 
or other technical effect, even though the 
safety data may support a higher tolerance. 
If the safety data will not support the use 
of the amount of the color additive reason- 
ably needed to accomplish the desired color 
effect, the requested tolerance will not be 
established. Petitioners are expected to pro- 
pose the use of color additives in accordance 
with sound color chemistry. 

C-1. A description of practicable methods 
to determine the pure color and all inter- 
mediates, subsidiary colors, and other com- 
ponents of the color additive. 

2. A description of practicable methods to 
determine the amount of the color additive 
in any raw, processed, and/or finished food, 
drug, or cosmetic in which use of the color 
additive is proposed. (The tests proposed 
shall be those that can be used for food, 
drug, or cosmetic control purposes and can 
be applied with consistent results by any 
properly equipped laboratory and trained 
personnel.) 

3. A description of methods for identifi- 
cation and determination of any substance 
found in or on such food, drug, or cosmetic 
because of the use of the color additive. 
(If it is the petitioner's view that any 
such method would not be needed, under 
the terms of the section 706(b) (5) (A) (iv), a 
statement shall be submitted in lieu of 
methods as to the basis for such view.) 

D. Full reports of investigations made with 
respect to the safety of the color additive. 

(A petition will be regarded as incomplete 
unless it includes full reports of adequate 
tests reasonably applicable to show whether 
or not the color additive will be safe for its 
intended use. The reports ordinarily should 
include detailed data derived from appro- 
priate animal and other biological experi- 
ments in which the methods used and the 
results obtained are clearly set forth. The 
petition shall not omit without explanation 
any data that would influence the evaluation 
of the safety of the color additive). 

E. Complete data which will allow the 
Commissioner to consider, among other 
things, the probable consumption of, and/or 
other relevant exposure from the additive 
and of any substance formed in or on food, 
drugs, or cosmetics because of such addi- 
tive; and the cumulative effect, if any, of 
such additive in the diet of man or animals, 
taking into account the rame or any chemi- 
cally or pharmacologically related substanco 
or substances in the diet, including, but 
not limited to food additives and pesticide 
chemicals for which tolerances or exemp- 
tions from tolerances have been established. 

F. Proposed tolerances and other limita- 
tions on the use of the color additive, if 
tolerances and limitations are required in 
order to insure its safety. A petitioner may 
include a ‘proposed regulation. 

G. If exemption from batch certification 
is requested, the reasons why it is believed 
such certification is not necessary. 

H. If submitting a petition to alter an 
existing regulation issued pursuant to section 
706(b) of the act, full information on each 

change that is to be made in the 
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original regulation must be submitted. The 
petition may omit statements made in the 
original petition concerning which no change 
is proposed. A supplemental petition must 
be submitted for any change beyond tho 
variations provided for in the original peti- 
tion and the regulation issued on the basis 
of the original petition. 

I. The prescribed fee of §...... for admit- 
ting the color additive to listing is enclosed 
(unless there is an advance deposit ade- 
quate to cover the fee). 

Yours very truly, 


(Indicate authority) 


(d) The petitioner will be notified of 
the date on which his petition is filed; 
and an incomplete petition, or one that 
has not been submitted in triplicate, will 
be retained but not filed. A petition shall 
be retained but shall not be filed if any 
of the data listed in the above form are 
lacking or are not set forth so as to be 
readily understood or if the prescribed 
fee has not been submitted. The peti- 
tioner will be notifed in what respects 
his petition is incomplete. 

(e) The petition must be signed by 
the petitioner or by his attorney or 
agent, who is a resident of the United 
States, or by an suthorized official. 

(f) The data specified under the sev- 
eral lettered headings should be sub- 
mitted on separate sheets or sets of 
shects, suitably identified. If such data 
have already been submitted with an 
earlier application, the present petition 
may incorporate it by specific reference 
to the earlier petition. 


§8.5 Notification of filing of petition. 


(a) Except where the petition involves 
a@ new drug, the Commissioner, within 15 
days after receipt, will notify the peti- 
tioner of acceptance or nonacceptance of 
a petition, and if not accepted the 
reasons therefor. If accepted, the date 
of the notification letter sent to peti- 
tioner becomes the date of filing for the 
purposes of section 206(d) (1) of the act. 
If the petitioner desires, he may supple- 
ment a deficient petition after being 
notified regarding deficiencies. If the 
supplementary material or explanation 
of the petition is deemed acceptable, 
petitioner shall be notified. The date of 
such notification becomes the date of 
filing. If the petitioner does not wish to 
supplement or explain the petition and 
requests in writing that it be filed as 
submitted, the petition shall be filed and 
the petitioner so notified. The date of 
such notification becomes the date of 
filing. Where the petition involves a 
new drug, notification to the petitioner 
will be made within 30 days. 

(b) The Commissioner will cause to be 
published in the Recisrer within 
30 days from the date of filing of such 
petition a notice of the filing, the name 
of the petitioner, and a brief description 
of the proposal in general terms, A 
copy of the notice will be mailed to the 
petitioner when the original document 
is signed. 


§ 8.6 Publication of regulation. 


The Commissioner will forward for 
publication in the Peprrat Rxoister, 
within 90 days after filing of the petition 
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(or within 180 days if the time is ex- 
tended as provided for in section 
706(d) (1) of the act): 

(a) A regulation listing in Subpart C, 
D, E, PF, G, or H of this part the color 
additive on the appropriate list or lists 
as provided under section 706(b) (1). 

(1) Such a regulation may list the 
color additive for use generally in or on 
food, drugs, or cosinetics as the case may 
be, or may prescribe the conditions under 
which the color additive may be safely 
used (including, but not limited to, 
specifications as to the particular food, 
drug, or cosmetic or classes of food, 
drugs, or cosmetics in or on which such 
additive may be used; the maximum 
quantity that may be used or permitted 
to remain in or on such food, drug, or 
cosmetic; the manner in which such 
additive may be added to or used in or on 
such food, drug, or cosmetic; and any 
directions or other labeling or packaging 
requirements for such additives deemed 
necessary to assure the safety of such 
use). 

(2) Such regulations shall list the 
color additive only for the use or uses 
for which it has been found suitable and 
for which it may safely be employed. 
Alternatively, the Commissioner shall by 
order deny the petition, and notify the 
petitioner of such order and the reasons 
therefor. 

(b) Whenever the Commissioner finds 
that batch certification is not necessary 
for the protection of the public health 
he will, by order, exempt the color addi- 
tive from the certification procedure. In 
determining whether certification of a 
color additive is necessary, the Commis- 
sioner will consider the composition of 
the additive, its manufacturing process, 
possible impurities, its toxic potential, 
control and analytical procedures neces- 
sary to assure compliance with the listing 
specifications, and the variability of its 
composition, 


§ 8.7 Samples. 


The Commissioner may request sam- 
ples of the color additive, articles used 
as components thereof, or of the food, 
drug, or cosmetic in which the additive 
is proposed to be used, at any time while 
a petition is under consideration. The 
Commissioner shall specify in the request 
for a sample of the color additive, or 
articles used as components thereof, or 
of the food, drug, or cosmetic in or on 
which the additive is proposed to be used, 
a quantity deemed adequate to permit 
tests of analytical methods to determ!::: 
quantities of the color additive presen: 
in products for which it is intended to 
be used or adequate for any study or 
investigation reasonably required with 
respect to the safety of the additive or 
the physical or technical effect it pro- 
duces. The data used for computing 
the 90-day limit for the purposes of sec- 
tion 706(d) (1) of the act shall be moved 
forward 1 day for each day, after the 
mailing date of the request, taken by 
the petitioner to submit the sample. 
If the information or sample is requested 
a reasonable time in advance of the 180 
days, but is not submitted within such 
180 days after filing of the petition, the 


petition will be considered withdrawn 
without prejudice. 


§8.8 Extension of time for studying 
petition, 


If the Commissioner determines that 
additional time is needed to study and 
Anvestigate the petition, he shall by writ- 
‘ten notice to the petitioner extend the 
90-day period for not more than 180 
days after the filing of the petition. 


§8.9 Confidentiality of petition. 


Data in a petition regarding 
method or process entitled to anes 
as a trade secret will be held confiden- 
tial and not revealed, unless it is neces- 
sary to do so in the record of an ad- 
ministrative hearing preliminary to 
possible judicial proceedings under sec- 
tion 706 of the act. Data in the petition 
will not be revealed to persons other than 
the petitioner and persons engaged in 
the enforcement of the act beyond that 
which is necessary to comply with sec- 
tion 706(d)(1) (notice of the regulation 
proposed) and 706(b)(1) (order acting 
on the petition). 


§ 8.10 Deception as a basis for refusing 


to issue regulations. 


The Commissioner shall refuse to issue 
a regulation listing a color additive, if 
in his judgment the data before him 
show that such proposed use would pro- 
mote deception of the consumer or would 
result in misbranding or adulteration 
within the meaning of the act. Such a 
finding shall be by order published in 
the Preperat Reoister subject to the fil- 
ing of objections and a request for a 
hearing by adversely affected parties. 


§ 3.11 Allocation of color additives. 


Whenever, in the consideration of a 
petition or a proposal to list a color addi- 
tive or to alter an existing listing, the 
data before the Commissioner fail to 
show that it would be safe to list the 
color additive for all the uses proposed 
or at the levels proposed, the Commis- 
sioner will notify the petitioner and 
other interested persons by publication 
in the Peprrat Reoistrer that it is nec- 
essary to allocate the safe tolerance for 
the color additive among the competing 
needs. This notice shall call for the 
presentation of data by all interested 
persons on which the allocation can be 
made in accordance with section 706(b) 
(8) (A), (B), and (C) of the act. The 
time for acting upon the petition shall be 
stayed until such data are presented, 
whereupon the time limits shall begin to 
run anew. As promptly as possible after 
presentation of the data, the Commis- 
sioner will, by order, announce the allo- 

cation and the tolerance limitations. 


§ 2.12 Advisory commitice on the appli- 
cation of the anti-cancer clause. 


(a) Any person who will be adversely 
affected by any action or proposed ac- 
tion applying the anti-cancer clause, may 
at any time, before or within 30 days 
after, the publication of the Commis- 
sioner’s order taking such action, re- 
quest the referral of the matter to an 
advisory committee for a report and rec- 
ommendations. Such request shall be 
made in writing to the Commissioner 
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and shall be accompanied by an advance 
deposit for fees prescribed by § 8.50. 

(b) The Commissioner may, at any 
time, upon his own initiative refer any 
such matter to an advisory committee 
for a report and recommendations. In 
case the Commissioner on his own ini- 
tlative deems it necessary to refer a pro- 
posal to an advisory committee, he shall, 
in writing, so inform the person filing 
the petition, if any there be. 


Appointment of advirory com- 
mittee, 


(a) Whenever the referral of a peti- 
tion or proposal to an advisory commit- 
tee is requested, or the Commissioner 
otherwise deems such referral necessary, 
the Commissioner will request the Na- 
tional Academy of Sciences to select 
qualified experts willing to serve on the 
advisory committee. All such experts 
shall have had sufficient training and 
experience in biology, medicine, physi- 
ology, toxicology, pharmacology, veteri- 
nary medicine, or other appropriate 
science to qualify them on the subject 
matter to be referred to them. The 
Commissioner ‘vill request the National 
Academy of Sciences, when it furnishes 
the names of such experts, to supply a 
biographical sketch showing the back- 
ground of their experience and their 
connection, if any, with academic and 
commercial institutions. 

(b) Each advisory committee shall 
consist of not Tess than three experts 
qualified in the subject matter to be 
referred to the committee and of ade- 
quately diversifed professional back- 
ground. The Commissioner may specify 
a larger number to serve. He shall ap- 
point one member of the committee as 
chairman, and the chairman shall be 
the spokesman of the committee for re- 
ceiving and forwarding reports and 
other functions of the committee. 

(c) The Commissioner shall appoint 
the experts so selected and fix their 
compensation at not to exceed $75.00 a 
day for each day or part thereof spent 
in committee meetings and in traveling 
to and from committee meetings held 
outside the city of their residence, plus 
necessary traveling and subsistence ex- 
penses while the experts are serving 
away from thelr places of residence. 
Subsistence expenses shall not exceed 
$25.00 per day. 


§8.14 Procedure for advisory com- 
mittee, 


(a) The Commissioner shall submit to 
the chairman of the committee the pe- 
tition, if any there be; all pertinent 
data on which he based the issuance, 
amendment, or repeal of any regulation 
in question; and other such relevant, 
reliable information as is available. 
When the Commissioner submits a pro- 
posal to an advisory committee, he shall 
inform the petitioner, if any there be, 
and furnish him with copies of material 
other than the petition that is furnished 
the committee. The chairman of the 
committee shall acknowledge receipt of 
the information and readiness of the 
committee to act. The date of receipt 
of such information shall be considered 
the beginning of the period allowed for 
consideration by the committee. Copy 
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of this acknowledgment shall be for- 
warded to the petitioner, if any there 
be, by the chairman of the committee. 

(b) A-secretariat to the advisory com- 
mittees will be established by the Com- 
missioner. The secretariat shall furnish 
members of the committee with copies 
of the proposal or petition and any data 
received by the chairman. If the chair- 
man of the committee believes that a 
meeting of the committee is necessary 
before making a recommendation, he 
shall so advise the Commissioner. Such 
meetings shall be held in’ Washington, 
D.C., or at such other place as the Com- 
missioner shall furnish a suitable meet- 
ing place for the committee. If a 
meeting is held, the secretariat shall 
keep the minutes and provide clerical 
assistance. 

(c) As soon as practicable, the ad- 
visory committee shall make an inde- 
pendent study of the data, and not later 
than 60 days after receipt of the pro- 
posal or petition (unless the time has 
been extended as provided in paragraph 
(d) of this section), the chairman shall 
certify to the Commissioner the report 
and recommendations of the committee, 
including any minority report, together 
with all underlying data and a state- 
ment of the reasons or basis for the rec- 
ommendations, and shall return the 
petition or proposal. The report will 
include copies of all material considered 
by the committee, except that in the case 
of scientific literature readily available 
in scientific libraries proper reference 
may be made to it instead of furnishing 
actual copies. A copy of the report of 
the advisory committee will be supplied 
to any person who has filed a petition 
or requested the referral to the advisory 
committee. 

(ad) If at any time within 60 days the 
chairman believes that the advisory 
committee needs more time, he shall so 
inform the Commissioner in writing, in 
which case he shall make the certifica- 
tion contemplated by section 706(b) (5) 
(C) (ii) of the act within the additional 
30. days. The Commissioner shall in 
turn notify the petitioner. 

(e) Within 30 days after receipt of the 
committee report, the Commissioner 
shall confirm or modify any order there- 
tofore issued by him or shall issue an 
order acting on the proposal if no order 
has been issued. 

(f) The chairman of the committee, 
after consultation with the committee 
members, will inform the National Acad- 
emy of Sciences of the committee's opin- 
ion as to the member who may best rep- 
resent the committee at a hearing, if one 
occurs. 

(g) More than one petition or pro- 
posal may be handled by a committee 
concurrently. 

(h) A person who has filed a petition 
or who has requested the referral of a 
proposal to the advisory committee in 
accordance with the provisions of this 
section, as well as representatives of the 
Department of Health, Education, and 
Welfare, shall have a right to consult 
with the committee in connection with 
the petition or proposal. Such persons 

shall notify the chairman and if prac- 
ticable make appointments through him. 


The report of the committee shall show 
the names of persons other than com- 
mittee members discussing proposals or 
petitions with the committee. Except 
for discussions with authorized persons 
the committee shal) not disclose data 
originating with a petitioner prior te 
publication of a regulation. 


88.15 Condition for certification. 


(a) When the Commissioner cannot 
conclude from the’ information before 
him that there is a basis for exempting 
a color additive from the requirement of 
batch certification, he will so order by 
appropriate listing in Subpart C, E, ox 
G of this part. The Commissioner's 
order shall state in detail the specifica - 
tions that shall be met by the color 
additive. 

(b) Each order shall state a period of 
time, not exceeding 90 days, after which 
use of a color additive subject to batch 
certification but not from a batch certi- 
fled by procedure prescribed in this sec- 
tion would result in adulteration of the 
product in which it is used. 


§ 8.16 Revocation of exemption from 
certification, 


If information becomes available to 
the Commissioner that a color additive 
that has been granted exemption from 
certification should not, for the protec- 
tion of the public health, be so exempted, 
such exemption will be canceled forth- 
with by a notice published in the 
REGISTER. 


$8.17 Listing and exem 
tification on the 
initiative. 


Where a petition for a regulation to 
list a color additive has not been re- 
ceived and the Commissioner has avail- 
gable facts which demonstrate that a 
color additive should be listed and/or 
that certification procedure is not neces- 
sary in order to protect the public health, 
he may list such color additive by appro- 
priate regulation and listing in Subpart 
D, F, or H of this part, and he may 
<a the color additive from certifi- 
cation, 


ion from cer- 
Yommissioner’s 


§ 8.18 Request for exemption from cer- 
tification. 


A manufacturer, packer, or distributor 
of a color additive that has not been ex- 
empted from the certification procedure 
by order of the Commissioner may make 
formal objections and request an order 
providing such exemption, Such a re- 
quest shall be accompanied by full facts 
on which such a request is based. The 
request may furnish reasonable grounds 
for the desired finding including specifi- 
cally why such certification is not neces- 
= for the protection of the public 

ealth. 


§ 8.19 Procedure for filing objections 
to regulations. 


(a) Objections under sections 706(d) 
and 203(d)(2)(C) of the act shall be 
submitted in quintuplicate to the Hear- 
ing Clerk of the Department and shall 
be accompanied by a filing fee as speci- 
fled in § 8.50. Each objection to a pro- 
vision of the regulation shall be sepa- 
rately numbered. 
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(b) A statement of objections shall 
not be accepted for filing if: 

(1) It fails to establish that the ob- 
jector is adversely aifected by the regu- 
Jation; or 

(2) It does not specify with particu- 
larity the provisions of the regulation 
to which objection is taken; or 

(3) It does not state reasonable 
grounds for each objection raised. 
Grounds which it is reasonable to con- 
clude are capable of being established by 
reliable evidence at the hearing and 
which if proved would call for changing 
the provisions specified in the objections 
will be deemed reasonable grounds, 

(4) The fee is not submitted. 

(c) If the statement of objections 
may not be filed, the Commissioner shall 
inform the objector of the reasons. 


§ 8.20 Notice of public hearing. 


If the objections and statement filed 
by any person, when they are considered 
with the record in the proceeding (in- 
cluding any reply to the objections that 
the petitioner may have filed), show that 
the person filing the objections will be 
adversely affected an‘ that the grounds 
stated in support of the objections are 
reasonable, the Commissioner shall 
cause to be published in the Pzpera. 
Reorster a notice reciting the objections 
and announcing a public hearing to re- 
ceive evidence on them. The notice shall 
designate the place where the hearing 
will be held, specify the time within 
which appearances must be filed, and 
specify the time (not earlier than 30 
days after the date of the notice) when 
the hearing will start. The hearing shall 
convene at the place and time announced 
in the notice, but thereafter it may be 
moved to a different place and may be 
continued from day to day or recessed to 
a later day without other notice than 
announcement thereof by the presiding 
officer at the hearing. 


§ 8.21 Hearing procedure. 


Public hearings will be conducted in 
accordance with the rules provided 
therefor in Part 2 of this chapter. 


§ 8.22 Request for certification. 


A request for certification of a batch 
of color additive shall: 

(a) Be addressed to the Color Certifi- 
cation Branch. 

(b) Be prepared in the maner set forth 
in paragraph (i) of this section. 

(c) Be submitted in duplicate. 

(d) Be signed by a responsible officer 
of the manufacturer requesting certifi- 
cation of the batch. In the case of a 
foreign manufacturer, the request for 
certification must be signed by a respon- 
sible officer of such firm, and, by his 
agent who resides in the United States. 

Show the name and post-office 
address of the actual manufacturer in 
case such manufacturer is not the per- 
son requesting certification of the batch. 

(f) Be accompanied by the fee pre- 
scribed in § 8.50 unless the manufacturer 
has established with the Food and Drug 
Administration an advance deposit to 
be used for prevayment of such fees. 
In no case shall the Commissioner con- 
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sider a request for certification of a 
batch of color additive if the fee accom- 
panying such request is less than that 
required by § 8.50 or if such fee exceeds 
the amount held in the advance deposit 
account of the manufacturer submitting 
such request for certification. 

(g) Be accompanied by the sample 
prescribed in § 8.23 consisting of: 

(1) Four ounces in the case of straight 
colors and lakes. 

(2) Two ounces in the case of repacks 
and mixtures. 


A sample accompanying a request for 
certification must be submitted under 
separate cover and should be addressed 
to the Color Certification Branch. 

(h) The name of a color additive shall 
be given in the following manner: 

(1) The name of straight color addi- 
tives shall be the name of the color as 
listed in Subparts C, D, E, FP, G, or H 
of this part. 

(2) The name of a lake shall be the 
name derived in the maner described 
in Subparts C, D, E, F, G, or H of this 
part. 

(3) The name of a mixture shall be 
the name given to such mixture by the 
manufacturer. 

(4) The name of a repack shall be the 
name described in subparagraph (1), 
(2), or (3) of this paragraph, whichever 
is applicable. 

(i) The form for submission of the 
application shall be one of the following, 
depending upon whether the color addi- 
tive is a straight color, a lake, a repack, 
or a previously certified color additive, 
or a mixture of color additives: 

(1) Request for certification of a batch 
of straight color additive. 


Color Certification Branch, 
Food and Drug Administration, 
Department of Health, Education, and 
Welfare, 
Washington 25, D.C. 


In accordance with the regulations pro- 
mulgated under the Federal Food, Drug, and 
Cosmetic Act, we hereby make application 
for the certification of a batch of straight 
color additive. 


Name of color 


Bates 
(Manufacturer's number) 

Batch Weighs 

Batch manufactured by -...-..........-....- 


(Name and address of actual manufacturer) 
How stored pending certification 
(State conditions of storage, with kind and 
size of containers, location, ete.) 
Certification requested of this color for use in 
a (State proposed uses) 
Required fee, $.... (drawn to the order of 
Food and Drug Administration). 


The accompanying sample was taken after 
the batch was mixed in accordance with 21 
CFR 6.23 and is accurately representative 
thereof. 


(Signed) 
By 


(2) Request jor certification of a batch 
of color 


Color Certification 

Food and Drug Administration, 

Department of Health, Education, and 
Welfare, 

Washington 26, D.C. 

In accordance with the regulations pro- 
mulgated under the Federal Food, Drug, and 
Cosmetic Act, we hereby make application 
for the certification of a batch of color addi- 
tive lake. 


(Manufacturer's number) 

pounds 

Name of color used _ 

Quantity ....... pounds 

Lot number . 


(When certification of the lake 
for use in foods is requested) 


pounds 


at 
(Name and address of actual manufacturer) 
How stored pending certification 
(State conditions of storage, with kind and 
size of containers, location, etc.) 
Certification requested of this color for use in 


(State proposed uses) 
Required fee, $.... (drawn to the order of 
Food and Drug Administration). 


The accompanying sample was taken after 
the batch was mixed in accordance with 21 
CFR 8.23 and is accurately representative 
thereof. 

(Signed) 
By 


(3) Request for certification of a re- 
pack of a batch = a color additive. 


Color Certification 

Food and Drug Administration, 

Department of Health, Education, and 
Welfare, 

Washington 25, D.C. 

In accordance with the regulations = 
mulgated under the Federal Food, Drug, and 
Cosmetic Act, we hereby make application 
for the certification of a batch of color addi- 
tive repack. 


(As sted in regulations and 
as certified; or repacker's 
name, if a mixture) 

Original lot number 
Certified color content . 
This color obtained from . 
Batch number 
How stored pending certification 

(State conditions of storage, with kind and 

size of containers, location, ete.) 

Certification requested for use in ..... —_ 


(State proposed uses) 

Required fee, $.... (drawn to the order of 
Food and Drug Administration). 
The accompanying sample was taken after 

CFR 8.23 and is accurately representative 


(Signed) 
By 
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of color additive mixture. 


Date 
Color Certification Branch, 
Food and Drug Administration, 
Department of Health, Education, and 
Welfare, 
Washington 25, D.C. 


In accordance with the regulations pro- 
mulgated under the Federal Food, Drug, and 
Cosmetic Act, we hereby make application 
for the certification of a batch of color addi- 
tive mixture. 


Name of mixture ......--..-..- oo 
(Manufacturer's trade 
name) 
Batch number -... 
(Manufacturer's number) 
Weight of batch ............-..----- pounds 


(If liquid) 
Batch manufactured by -...-......-...--.-.. 

Constituents of the mixture: 
1. Certified color(s) (List separately each 
color and each lot number.) 


Name of color 


(as certified) Lot number 
“Quantityused 
(in pounds) Obtained from 


2. List of diluents (List separately each 


diluent.) 
Quantit 


Name of diluent (tf liquid) 


By weight 
(tf liquid) 


Batch mixed as follows 


(Dercribe in detail) 

How stored pending certification 

(State conditions of storage, with kind and 
size of containers, location, etc.) 

Certification requested for use in 


(State proposed uses) 
Required feo, $.... (drawn to the order of 
Food and Drug Administration). 


The accompanying sample was taken after 
the batch was mixed in accordance with 21 


CFR 8.23 and is accurately representative 
thereof. 


(Signed) 
By 


§8.23 Samples to accompany requests 
for certification. 


A sample of a batch of color additive 
which is to accompany a request for cer- 
tification shall: 

(a) Be taken only after such batch 
has been so thoroughly mixed as to 
be of uniform composition throughout. 

(b) Be closed in a container of such 
kind as to prevent change in the com- 
Position of such sample. 

(c) Be labeled to show: 

(1) The name of the color. 

The manufacturer's batch num- 


(3) The quantity of such batch. 

(4) The name and post-oflice address 
of the persons requesting certification 
of such batch. 


No. 14—7 


(4) Request jor certification of a batch 
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§ 8.24 Treatment of batch pending cer- 
tifieation, 


Immediately after the sample that is 
to accompany a request for certification 
of a batch of color additive is taken, 
the batch shall be: 

(a) Stored in containers of such kind 
as to prevent change in composition. 

(b) Held at place of manufacture un- 
til certified or until certification thereof 
is refused. 

(c) Marked, by labeling or otherwise, 
in a manner such that there can be no 
question as to the identity of the batch 
and no question that it is not to be used 
asad the requested certificate has been 
issued. 


§ 8.25 Treatment of batch after certi- 
fication, 


(a) Immediately upon notification 
that a batch of color additive has been 
certified, the manufacturer thereof shall 
identify such batch, by labeling, with 
the certified lot number and pure color 
content. 

(b) Maintain storage in such manner 
as to prevent change in composition 
until such batch has been packaged and 
labeled as required by §$§ 8.31 and 8.32, 
except that a manufacturer may use 
such color additive for the purpose of 
coloring in a food, drug, or cosmetic, 
or in a mixture in which that color addi- 
tive is used as an ingredient. 


§ 8.26 Records of distribution. 


(a) The person to whom a certificate 
is issued shall keep complete records 
showing the disposal of all the color ad- 
ditive from the batch covered by such 
certificate. Upon the request of any of- 
ficer or e.nployee of the Food and Drug 
Administration or of any other officer 
or employee acting on behalf of the Sec- 
retary of Health, Education, and Wel- 
fare, such person, at all reasonable hours 
until at least 2 years after disposal of 
all such color, shall make such records 
available to any such officer or employee, 
and shall accord to such officer or em- 
ployee full opportunity to make inven- 
tory of stocks of such color on hand and 
otherwise to check the correctness of 
such records. 

(b) The records required to be kept 
by paragraph (a) of this section shall 
show: 

(1) Each quantity used by such per- 
son from such batch and the date and 
kind of such use. 

(2) The date and quantity of each 
shipment or delivery from such hatch, 
and the name and post-oflice address 
of the person to whom such shipment 
or delivery was made. 

(c) The records required to be kept 
by paragraph (a) of this section shall 
be kept separately from all other records. 


$8.27 Certification. 


(a) If the Commissioner determines, 
after such investigations as he consid- 
ers to be necessary, that: 

(1) A request submitted in accordance 
with § 8.22 appears to contain no un- 
true statement of a material fact; 

(2) In the case of a straight color, 
such color conforms to the specifications 


set forth therefor in Subpart C, E, or 
G of this part. 

(3) In the case of a mixture, the di- 
luent is safe for use; and 

(4) The batch covered by such re- 
quest otherwise appears to comply with 
the regulations in this part, the Com- 
missioner shall issue to the person who 
submitted such request a _ certificate 
showing the lot number assigned to such 
batch and that such batch, subject to 
the terms, conditions, and restrictions 
prescribed by Subpart C of this part, is 
a certified batch. 

(b) If the Commissioner . 
after such investigation as he considers 
to be necessary, that a request submitted 
in accordance with § 8.22, or the batch 
of color additive covered by such request, 
does not comply with the requirements 
prescribed by paragraph (a) of this sec- 
tion for the issuance of a certificate, the 
Commissioner shall refuse to certify such 
batch and shall give notice thereof to the 
person who submitted such request, stat- 
ing his reasons for refusal. 


§ 8.28 Authority to refuse certification 
service. 


(a) When it appears to the Commis- 
sioner that a person has: 

(1) Obtained, or attempted to obtain, 
a certificate through fraud or misrepre- 
sentation of a material fact. 

(2) Palsified the records required to 
be kept by § 8.26; or 

(3) Failed to keep such records, or 
to make them available, or to accord full 
opportunity to make inventory of stocks 
on hand or otherwise to check the cor- 
rectness of such records, as required by 
§ 8.26; or 

(4) Refused to permit duly authorized 
employees of Food and Drug Adminis- 
tration free access to all manufacturing 
facilities, processes, and formulae in- 
volved in the manufacture of color addi- 
tives and intermediates from which such 
color additives are derived; 


he may immediately suspend certifica- 
tion service to such person and may con- 
tinue such suspension until adequate 
corrective action has been taken. 

(b) Upon receipt of notice of suspen- 
sion of service, the person so notified may 
request a hearing upon the factual basis 
for the suspension. The procedure at 
the hearing shall conform as nearly as 
possible to the procedure described in 
$§ 130.14-130.26 of this chapter. 


§ 8.29 Limitations of certificates. 


(a) If a certificate is obtained through 
fraud or misrepresentation of a material 
fact, such certificate shall not be effec- 
tive, and a color additive from the batch 
on which such certificate was issued shall 
be considered to be from a batch that 
has not been certified in accordance with 
the regulations in this part. Whenever, 
the Commissioner learns that any cer- 
tificate has been obtained through fraud 
or material misrepresentation, he shall 
notify the holder of the certificate that 
it is of no effect. 

(b) If between the time a sample of 
color additive accompanying a request 
for certification is taken and the time 
a certificate coverlng the batch of such 
color is received by the person to whom 
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it is issued, any such color becomes 
changed in composition, such certificates 
shall not be effective with respect to such 
changed color and such changed color 
shall be considered to be from a batch 
that has not been certified in accordance 
with the regulations in this part. 

(c) If at any time after a certificate is 
received by the person to whom it is 
issued any color additive from the batch 
covered by such certificate becomes 
changed in coinposition, such certificate 
shall expire with respect to such changed 
color. After such expiration such color 
shall be considered to be from a batch 
that has not been certified in accord- 
ance with this part; except that such 
color shall not be so considered when 
used for coloring a food, drug, or cos- 
metic, or for the purpose of certifying 
a batch of a mixture in which such 
color was used as an ingredient, if such 
change resulted solely from such use. 

(d) A certificate shall expire with re- 
spect to any color additive covered 
thereby if the package jn, which such 
color was closed for shipment or delivery 
is opened. After such expiration such 
color shall be cons'dered to be from a 
batch that has not been certified except 
that such color shall not ‘be so consid- 
ered when the package is opened; (1) 
and such color is used, subject to the 
restrictions prescribed by paragraphs 
(f), (g), and th) of this section, in color- 
ing a food, drug, or cosmetic; (2) for 
the purpose of certifying a batch made 
by repacking such color; or (3) for the 
purpose of certifying a batch of a mix- 
ture in which such color is used as an 
ingredient. 

(e) A certificate shall not be effective 
with respect to a package of color addi- 
tive and such color shall be considered 
to be from a batch that has not been cer- 
tified if such package is shipped or de- 
livered under a label which does not 
bear all words, statements, and other in- 
formation required by § 8.32 to appear 
thereon. 

(f) A certificate shall not be effective 
with respect to a package of color addi- 
tive, and such color shall be considered 
to be from a batch that has not been 
certified if: (1) Such package has not 
been sealed in accordance with § 8.31; 
(2) such package has been sealed in ac- 
cordance with § 8.31 and the seal has 
been broken, intentionally or acciden- 
tally, unless such seal has been broken 
for the purpose of using color in accord- 
ance with § 3.25, or, such package has 
been opened by a duly authorized repre- 
sentative of the Administration or De- 
partment in the performance of his offi- 
cial duties, and he has immediately 
resealed the package in conformance 
with § 8.31. 

(g) A certificate shall not be effective 
with respect to a packare of color addi- 
tive and such color shall be considered 
to be from a batch that has not been 
certified if such color is used in any 
manner other than that for which it was 
certified. 

(h) When the listing or the specifica- 
tions for a color additive are revoked or 
amended, the final order effcctiny the 
revocation or amendment may specify, 
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in addition to its own effective date, a 
date on which all certificates for exist- 
ing batehes and portions of batches of 
such a color additive theretofore issued 
under such revoked or amended regula- 
tions siall cease to be effective; and any 
such lots of the color shall be regarded 
as uncertified after the date specified 
unless a new certificate can be and is 
obtained in conformance with the new 
reculations. When a certificate thus 
ceases to be effective for a color addi- 
tive, any certificates previously issued 
for a color mixture containing that color 
sholl cease to be effective on the same 
date. Use of such color or color mixture 
after such specified date without the new 
certificate in preparing food, drugs, or 
cosmetics will result in such food, drugs, 
or cosmetics being adulterated. When 
a certified coior additive has been used 
in food, drugs, or cosmetics and the status 
of the color is thereafter changed by 
amendment ot revocation of its listing 
or specification regulations, such food, 
drugs, and cosmetics will not be regarded 
as adulterated by reason of the use of 
such color, unless the hazard to health 
is such that existing stocks of the colored 
foods, drugs, or cosinetics cannot be 
safely used, in which cases findings to 
that effect will be made and regulations 
appropriate for such special cases will 
be issued. 


§ 0.20 Color mixtures that may 
he certified, 

(a) Color additive mixtures for use in 
jJood. A batch of color additive mixture 
which contains one or more straight 
colors listed in Subpart C, E, or G of this 
part may be certified for use in food, 
subject to such restrictions as are pre- 
scribed in Subparts A and B, if: 

(1) Each color additive used as an 
ingredient in such batch is from a pre- 
viously certified batch, and such color 
has not changed in composition in any 
manner whatsoever since previous certi- 
fication, except by mixing into such batch 
of mixture. 

(2) Each diluent in such batch of 
mixture is from the following list: 


Sodium chloride Olive oil, 

(salt). Peanut oll, 
Water. Corn oll. 
Ethanol. Cottonseed oll. 
Propylene glycol. Hydrogenated vege- 
Glycerin. table oll. 
Glucose. Citric acid. 
Sucrose. Tartaric acid. 
Lactose. Malic acid. 
Sorbitol. Phosphoric acid. 
Lecithin. Tricalcium phos- 
Starch. phate. 

Flour. Karaya gum. 


Coconut oll. 


(b) Color additive miziures jor use in 
coloring shell eggs. A batch of color 
additive which contains one or more 
straight colors listed in Subpart C of this 
part may be certified for external ap- 
plication to shell egas, if: 

(1) Each color additive used as an in- 
gredient ‘n such batch is from a pre- 
viously certified batch, and such color 
has not changed in composition In eny 
manner whatsoever since previous 
certification, except by mining into such 
batch of mixture, 


(2) Each diluent contained in such 
batch of mixture is safe for use on shell 


cans. 

(c) Color additive mixtures for use in 
coloring drugs. A batch of color additive 
mixture which contains one or more 
straight colors listed in Subpart E may 
be certified for use in drugs, subject to 
such restrictions as are prescribed in 
Subparts .\ and B of this part, if: 

(1) Each color additive used as an 
ingredient in such batch is from a pre- 
viously certified batch and such color has 
not changed in composition in any man- 
ner whatsoever since previous certifica- 
tion, except by mixing into such batch 
of mixture. 

(2) Each diluent contained in such 
batch of mixture is safe for use in drugs. 

(d) Color additive mixtures for use in 
coloring cosmetics. A batch of color 
additive mixture which contains one or 
more straight colors listed in Subpart G 
may be certified for use in cosmetics, 
subject to such restrictions as are pre- 
scribed in Subparts A and B of this part, 
if: 

(1) Each color additive used as an in- 
gredient in such batch is from a pre- 
viously certified batch and such color 
has not changed in composition in any 
manner whatsoever since previous cer- 
tification except by mixing into such 
batch of mixture. 

(2) Each diluent contained in such 
batch of mixture is safe for use in cos- 
metics. 


$8.31) Packaging requirements for color 
additives = than hair dyes). 


Color additives shall be packaged in 
containers which prevent changes in 
composition. Packages shall be sealed so 
that they cannot be opened without 
breaking the seal. An unavoidable 
change in moisture content caused by 
the ordinary and customary exposure 
that occurs in good storage, packing, and 
distribution practice is not considered a 
change in composition. 


§ 8.32 Labeling requirements for color 
additives (other than hair dyes). 


(a) General labeling requirements. 
Ail color additives shall be labeled with 
sufficient information to assure their safe 
use and to allow a determination of com- 
pliance with any limitations imposed by 
Subparts A and B of this part. Labels 
for color additives shall state: 

(i) The name of the color additive, as 
listed in Subpart C, E, or G of this part, 
if it is a straight color, or the name of 
each ingredient comprising the color 
additive, if it is a mixture. 

(i) A statement indicating general 
limitations for the use of the color 
additive, such as “for food use only": 
“for food, drug, and cosmetic use”; “for 
use in drugs for external application 
only.” 

(ii) The amount of each color in 
terms of weight per unit volume or per- 
cent by weight. 

(iv) An expiration date if stability 
data require it, 

()) Special labeling for color addi- 
tives with tolerances. Where tolerances 
ere imposed for general or specific use 
of the color addilives by Subparts C, B. 
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and G, of this part the label shall in 
addition provide directions for use of 
the additive which if followed will pre- 
clude the food, drug, or cosmetic to 
which it is added from containing an 
emount of the color additive in excess 
of the tolerance. 

(c) Special labeling for color addi- 
tives with other limitations. If use of 
the color additive is subject to other 
limitations prescribed in this part, such 
limitations shall be stated on the label 
of the color additive by a plain and con- 
spicuous statement. Examples of such 
limitation statements are: “Do not use 
in products used in the area of the eye”; 
“Do not use for coloring drugs for in- 
jection.” 

(a) Special labeling for color addi- 
tives not exempt from certification. 
Color additives not exempt from the 
certification procedures shall in addi- 
tion include in the labeling the lot num- 
ber assigned by the Color Certification 
Branch, except that in the case of any 
mixture for household use which con- 
tains not more than 5 percent of pure 
color and which is in packages contain- 
ing not more than one ounce there ap- 
pears on the label, a code number which 
the manufacturer has identified with 
the lot number by giving to the Food 
and Drug Administration written no- 
tice that such code number will be used 
in lieu of the lot number. 


§ 8.33 Exemption of color additives for 


investigational use. 


A color additive, or a food, drug, or 
cosmetic containing such an additive, 
intended for investigational use by quali- 
fled experts, shall be exempt from the 
requirements of sections 402(c), 501(a), 
or 601(e) of the act, whichever is appli- 
cable, provided that the color additive 
or the food, drug, or cosmetic contain- 
ing the additive bears a label which 
States prominently, “Caution—Contains 
new color additive—For investigational 
use only.” 


§ 8.34 Safety factors to be considered. 


In accordance with section 706(b) (5) 
(A) (ill) of the act, the following safety 
factor will be applied in determining 
whether the proposed use of a color ad- 
ditive will be safe: Except where evi- 
dence is submitted which justifies use of 
a different safety factor, a safety factor 
of 100 to 1 will be used in applying ani- 
mal experimentation data to man; that 
is, a color additive for use by man will 
not be granted a tolerance that will ex- 
ceed 1/100th of the maximum no-effect 
level for the most susceptible experli- 
mental animals. 


§ 8.35 General principles of evaluating 
the safety of color additives, 


(a) In reaching a decision on any 
petition filed under section 706 of the 
act, the Commissioner will give full con- 
sideration to the specific biological prop- 
erties of the color additive and the ade- 
quacy of the methods employed to 
cemonstrate its safety for the proposed 
use. When considering color additives 
for food, for drugs, and for cosmetic 
uses that involve ingestion, the Commis- 
Sioner will be guided by the principles 
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and procedures for establishing the 
safety of food additives provided in cur- 
rent publications of the National Acad- 
emy of Sciences-National Research 
Council. A petition will not be denied, 
however, by reason of the petitioner's 
having followed precedures other than 
those outlined in the publications of the 
National Academy of Sciences-National 
Research Council if, frorm available evi- 
dence, the Commissioner finds that the 
procedures used give results as reliable 
as, or more reliable than, those reason- 
ably to be expected from the use of the 
outlined procedures. In reaching a de- 
cision, the Commissioner will give due 
weight to all levels and patterns of con- 
rumption of the additive specified or 
reasonably to be anticipated. For the 
purposes of this section, the principles 
for evaluating safety of additives set 
forth in the above-mentioned publica- 
tions will apply to any substance that 
may properly be classified as a color 
additive as defined in section 201(t) of 
the act. 

(b) The safety for external color ad- 
ditives shall be, determined by tests for 
acute oral toxicity, primary irritation, 
sensitization, subacute dermal toxicity 
on intact and abraded skin, and carcino- 
genicity by skin application. 

(c) Upon written request describing 
the proposed use of an additive and the 
proposed experiments to determine its 
safety, the Commissioner will advise a 
person who wishes to establish the 
safety of a color additive whether he 
believes the experiments planned will 
yield data adequate for an evaluation 
of the safety of the additive. 


§ 8.36 Application of the anti-cancer 
clause of section 706 of the act. 


(a) Color additives that may be in- 
gested. Whenever the scientific data be- 
fore the Commissioner (either the reports 
from the scientific literature or the re- 
sults of biological testing) suggest the 
possibility that the color additive or any 
of its components or impurities has in- 
duced cai ser when ingested by man or 
animal, the Commissioner shall deter- 
mine whether, based on the best judg- 
ment of appropriately qualified scientists, 
cancer has been induced and whether the 
color additive or any of its components or 
impurities was the causative substance. 
If it is his best judgment that the data 
do not establish these facts, the anti- 
cancer clause is not applicable; and if 
the data considered as a whole cstablish 
that the color additive will be safe under 
the conditions that can be specified in the 
regulation, it may be listed for such use. 
But if, in the best judgment of the Com- 
missioner, based on information fram 
qualified scientists, cancer has been in- 
duced by ingestion, no regulation may 
issue which permits its use. 

(b) Color additives that will not be 
ingested. Whenever the scientific data 
before the Commissioner suggest the pos- 
sibility that the color additive or any of 
its components or impurities has in- 
duced cancer in man or animals by 
routes other than ingestion, the Commis- 
sioner shall determine whether, based 
on the best judgment of appropriately 
qualified scientists, the test suggesting 


the possibility of carcinogenesis is ap- 
propriate for the evaluation of the color 
additive for a use which does not involve 
ingestion, cancer has been induced, and 
the color additive or any of its compo- 
nents or impurities was the causative 
substance. If it is his best judgment 
that the data do not establish these 
facts, the anti-cancer clause is not ap- 
plicable to preclude external drug and 
cosmetic uses, and if the data as a whole 
establish that the color additive will be 
safe under conditions which can be spe- 
cified in the regulations, it may be listed 
for such use. But, if, in the best judg- 
ment of the Commissioner based on in- 
formation from qualified scientists the 
test is an appropriate one for the con- 
sideration of safety for the proposed ex- 
ternal use, and cancer has been induced 
by the color additive or any of its com- 
ponents or impurities, no regulation may 
issue which permits its use in external 
drugs and cosmetics. 


§ 8.50 Fees. 


(a) Each petition or request for the 
listing of a color additive shall be ac- 
companied by a deposit of $3,000.00 if 
the proposal is for listing the color addi- 
tive for use generally in or on foods, 
in or on drugs, and in or on cosmetics. 

(b) If the petition or request for the 
listing is for use in or on foods only, 
the deposit shall be $3,000.00. 

(c) If the petition or request for the 
listing is for use in or on drugs and/or 
cosmetics only, the deposit shall be 


of paragraphs (a), 
(b), and (c) of this section shall be 
applicable, whether or not the proposal 
contemplates any tolerances, limita- 
tions, or other restrictions placed upon 
the use of the color additive, 

(e) If a petition or request proposing 
the issuance of a regulation is with- 
drawn before it is finally accepted for 
filing, the deposit, less a $600.00 fee for 
clerical handling and administrative and 
technical review, shall be returned to the 
petitioner. 

(f) If a petition or a request propos- 
ing the issuance of a regulation is with- 
drawn within 30 days after filing, the 
deposit, less $1,800, if the petition is cov- 
ered by raph (a) or (b), and less 
$1,600.00, if the petition is covered by 
paragraph (c), shall be returned to the 
petitioner. 

(g) When a petition is withdrawn 
after filing and resubmitted within 6 
months, it shall be accompanied by a 
deposit of $1,800.00 for a petition filed 
under paragraph (a) or (b), and 
$1,600.00 for a petition filed under par- 
agraph (c) of this section. If a peti- 
tion is resubmitted after 6 months, it 
shall be accompanied by the deposit that 
would be required if it were being sub- 
mitted for the first time. 

(h) When the resubmission pertains 
to a petition that had been withdrawn 
before acceptance for filing, a new ad- 
vance deposit shall be made in full as 
prescribed in paragraph (a), (b), or (c) 
of this section. 

(i) After a color has been listed, any 
request for an amendment or additional 
tolerance shall be accompanied by a 
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deposit of $1,800.00 for use in the items 
specified in paragraphs (a) and (b) of 
this section, or $1,600.00 for use in items 
specified in paragraph (c) of this section. 

(j) Objections and request for public 
hearing under section 706(d) or 203(d) 
(2)(C) of the act shall be accompanied 
by a filing fee of $250.00. 

(k) In the event of a referral of a 
petition under this section to an advisory 
committee, all costs related thereto (in- 
cluding personal compensation of com- 
mittee members, travel materials, and 
other costs) shall be borne by the person 
or organization requesting the referral, 
such costs to be assessed on the basis 
of actual cost to the Government: Pro- 
vided, That the compensation of such 
costs shall include personal compensa- 
tion of advisory committee members at 
a rate not to exceed $75.00 per member 
per day. 

(1) In the case of requests of referrals 
to advisory committees, a special advance 
deposit shall be made in the amount of 
$2,500.00. Where required, further ad- 
vance in increments of $2,500.00 each 
shall be made upon request of the Com- 
missioner of Food and Drugs. All de- 
posits for referrals to advisory commit- 
tees in excess of actual expenses shall be 
refunded to the depositor. 

(m) All requests for pharmacological 
or other scientific studies shall be ac- 
companied by an advance deposit of 
$5,000.00. Further advance deposits shall 


be made upon request of the Commis- 
sioner of Food and Drugs when neces- 
sary to prevent arrears in such costs. 
Any deposits in excess of actual expenses 
will be refunded to the depositor. 

(n) The person who files a petition for 
judicial review of an order under section 
706(d) of the act shall pay the costs of 
preparing a transcript of the record on 
which the order is based. 

(o) All deposits and fees required by 
the regulations in this section shall be 
paid by money order, bank draft, or 
certified check drawn to the order of the 
Food and Drug Administration, collect- 
ible at par at Washington, D.C. All de- 
posits and fees shall be forwarded to the 
Food and Drug Administration, Depart- 
ment.of Health, Education, and Welfare, 
Washington 25, D.C., whereupon after 
making appropriate record thereof they 
will be transmitted to the Treasurer of 
the United States for deposit in the spe- 
cial account “Certification, Inspection, 
and Other Services, Food and Drug 
Administration.” 

(p) The Commissioner of Food and 
Drugs may waive or refund such fees in 
whole or in part when in his judgment 
such action will promote the public 
interest. 

(q) Any person who believes that pay- 
ment of these fees will work a hardship 
on him may petition the Commissioner 
of Food and Drugs to waive or refund 
the fees. 


B—Goeneral Specifications 
and General Restrictions for Color 
Additives for Use in Foods, Drugs, 
and Cosmetics 


§ 8.101 General restrictions on use of 
color additives, 


(a) Color additives for use in the area 
of the eye. (1) No listing or certification 
of a color additive shall, except as pro- 
vided by subparagraph (2) of this para- 
graph, be considered to authorize the 
use of any color additive in any article 
intended for use in the area of the eye. 
A color additive used or any such article 
that is applied to the area of the eye, 
except as provided by subparagraph (2) 
of this paragraph, shall be considered to 
be a color additive not listed under Sub- 
parts D and E, even though such color 
is certified and/or listed for other uses. 

(2) Color additives, if listed and certi- 
fied or exempted from certification for 
such uses, pursuant to specifications in 
this part, may be used in the area of the 
eye for the following purposes: 

(1) For absorbable and nonabsorbable 
ophthalmological suture material. 

(ii) Eye shadow. 

(Paragraph (b) reserved! 


Dated: January 16, 1961. 


sea. |! Gzo. P. Larricx, 
Commissioner of Food and Drugs. 


|IF.R. Doc. 61-556; Filed, Jan. 23, 1961; 
6:47 a.m.] 
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